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Introduction

Pantoprazole, which belongs to the class of drugs known 
as substituted benzimidazole, is a Proton Pump Inhibitor (PPI) 
that is very effective. GERD, Zollinger-Ellison syndrome, erosive 
esophagitis, and peptic ulcers are some of the disorders that 
may be helped by this medication. It works by permanently 
inhibiting the H⁺/K⁺-ATPase enzyme system in the parietal cells 
of the stomach, which in turn limits the amount of acid that is 
secreted by the stomach [1,2]. Pantoprazole has a limited oral 
bioavailability owing to its instability in acidic circumstances 
and the rapid destruction it undergoes in stomach pH [3]. This is 
despite the fact that it is useful in clinical settings.

Need for Enteric Coating

Pantoprazole requires formulation methods that can prevent 
its breakdown in the stomach and ensure its release in the small 
intestine, which is more acidic than the stomach. This is because 
pantoprazole is acid labile. This is achieved by the use of an  

 
enteric coating, which slows the release of the medicine in the 
stomach [4]. This coating makes it easier for the drug to be broken 
down and dissolved in the fluids of the intestinal tract. Melacrylic 
acid copolymers, such as Eudragit L100 and Cellulose Acetate 
Phthalate (CAP), are examples of enteric polymers that are often 
employed; the pH at which these compounds tend to dissolve is 
5.5 [5]. A further example is the hydroxypropyl methylcellulose 
phthalate, sometimes known as HPMCP.

Formulation Approaches

When compared to wet granulation, direct compression is one 
of the several tablet manufacturing procedures that is widely used 
[6]. This is because it is straightforward, economical, and requires 
a smaller number of processing steps than wet granulation 
does. The production of pantoprazole tablets often involves the 
use of excipients such as croscarmellose sodium, which acts as 
a disintegrant; mannitol and dicalcium phosphate, which act as 
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diluents; and magnesium stearate with talc, which functions as 
both a lubricant and a glidant [7]. Following the production of the 
core tablet, the enteric coating is typically applied by fluid-bed 
coating or dip coating processes, with polymers such as CAP and 
Eudragit L100 being used [8].

Evaluation Parameters

Enteric-coated pantoprazole tablets are tested for hardness, 
friability, weight variation, disintegration time, and drug content 
uniformity. After testing in simulated gastric fluid (pH 1.2), in vitro 
dissolution tests in phosphate buffer (pH 6.8) assess acid resistance 
and intestinal medication release [9]. Accelerated stability studies 
(40°C/75% RH) ensure formulation resistance during storage 
[10]. Pantoprazole enteric-coated tablets improve therapeutic 
effectiveness, patient compliance, manufacturing feasibility, and 
gastrointestinal stability. To manage gastrointestinal release, 
formulation characteristics such coating thickness, disintegration 
time, and polymer type must be optimized. This study designs and 
tests enteric-coated pantoprazole tablets coated with cellulose 
acetate phthalate and Eudragit L100 by direct compression and 
dip-coating.

Objectives 

•	 To create pantoprazole sodium enteric-coated tablets by 
the use of direct compression. 

•	 To assess the physicochemical attributes, dissolving 
profile, and stability of these tablets.

Materials and Methods 

The following components are included in the formulation: 
magnesium stearate, microcrystalline cellulose, croscarmellose 
sodium, mannitol, dicalcium phosphate, and pantoprazole 
sodium. Talc, eudragit L-100, and cellulose acetate phthalate are 
some of the components that make up this product. Preparation 
of pantoprazole sodium tablets: In order to immediately punch 
an appropriate mix of granules into 200 mg tablets that included 
40 mg of pantoprazole sodium sesquihydrate, a rotating tablet 
compression machine was used. Furthermore, a concave punch 
with a diameter of 8 mm was utilized throughout the process. For 
the purpose of maintaining their freshness, we collected all of the 
pantoprazole tablet batches and placed them in containers that 
were sealed [11,12]. Table 1

Table 1:  Pantoprazole sodium enteric coated sodium tablet manufacturing process

Composition F1 F2 F3 F4 F5 F6 F7 F8 F9

Pantoprazole sodium (mg) 40 40 40 40 40 40 40 40 40

Croscarmellose sodium (mg) 2 4 6 2 4 6 2 4 6

Microcrystalline cellulose(mg) 27 25 23 27 25 43 80 50 23

Mannitol (mg) 50 75 100 40 85 80 43 50 75

Dicalcium phosphate (mg) 75 50 25 85 40 25 75 50 50

Talc (mg) 2 2 2 2 2 2 2 2 2

Magnesium stearate (mg) 4 4 4 4 4 4 4 4 4

Total weight (mg) 200 200 200 200 200 200 200 200 200

Compressed pantoprazole sodium tablet coating

Preparation of enteric coating solution: The straightforward 
solution method was used in order to produce a solution for the 
enteric coating. The formula asks for an enteric polymer (E1 and 
E2) or cellulose acetate phthalate (C1 and C2), a plasticizer (PEG 
1.5 w/w), and a solvent (acetone or isopropyl acetone) with a 

weight-to-weight ratio of 6%. A paddle mechanical stirrer was 
used to aggressively agitate the mixture for one hour at a speed of 
one thousand revolutions per minute after the addition of diethyl 
phthalate and the subsequent adjustment of the volume with the 
leftover solvent mixture. Once again, the coating solution that was 
produced was filtered through muslin cloth [13]. Table 2

Table 2: Coating solution composition

Ingredients Quantity (%)

Cellulose acetate phthalate/ Eudragit L100 6.0/8.0

PEG 1.5

Acetone 59.4

Enteric coating of pantoprazole sodium compressed tablets 
by dipping method: Coating the crushed tablets with an enteric 
coating polymer solution, such as Eudragit L100 or cellulose 

acetate phthalate, was accomplished by the use of the dipping 
technique. Both the anticipated increase in weight and the 
preservation of the tablet covering was successfully attained. 
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According to the findings of the research conducted on coated 
tablets, measurements were taken of their thickness, weight 
fluctuation, and in vitro dissolution, in addition to the uniformity 
of their drug content [14,15].

Physicochemical evaluation of coating films: Polymeric films 
were made from the same polymer solution for thickness and 
solubility testing. A glass plate was covered with acetone and 
PEG to form polymeric films. A unique cover reduced solvent 
evaporation while drying the film at ambient temperature for 
24 hours to achieve consistent smoothness. After cutting it into 
1 cm2 pieces, the polymeric film was tested for thickness and 
solubility [16–18]. We measured completed film thickness using 
a thickness digital micrometre. The film’s solubility was tested at 
pH 1.2 and 6.8. The 1x1 cm2 coated film was weighed and put in a 
beaker with 20 mL of the appropriate pH medium before testing 
for solubility. The mixture was agitated for 1 hour at 37±1°C using 
a magnetic stirrer.

In vitro drug release studies: In vitro medication release from 
various formulations was examined using a USP dissolving device 
type II. For 900 mL and 2 hours, phosphate buffers with pH 6.8 
and acidic buffers with pH 1.2 were utilized as dissolving media. 
The basket held the tablet. The temperature was maintained 
at 37±0.5°C and the stirring rate was 100 rpm. Samples were 
changed with same-volume dissolving media at intervals. Using 
a blank as a reference, a UV spectrophotometer evaluated the 
samples at 283 and 288 nm (pH1.2 and 6.8). Three release trials 
were done and the means shown versus time [19].

Stability studies: When performing stability investigations, 
the requirements established by the ICH were adhered to. The 
Pantoprazole sodium tablet formulations that were selected were 
stored under an aluminium foil cover for a period of three months. 
The temperature was maintained at 40±2 degrees Celsius, and the 
relative humidity was maintained at 75±5%. In order to conduct 
the research that we want to do at certain times; we extracted 
samples from each formulation. A physical appearance, the level 
of hardness, and the amount of drug content were evaluated in the 
samples that were removed [20].

Result And Discussion 

Direct compression was the method that was used in order to 
produce the pantoprazole powder mixture that was intended for 
tabletting. Based on the results shown in Table 3, the pantoprazole 
powder mixture that was manufactured underwent tests to 
determine its compressibility index, bulk density, angle of repose, 
and Hausner’s ratio. While the bulk densities of the granules were 
found to be between 0.306±0.03 and 0.384±0.04 gm/mL, the 
densities of the granules that were tapped ranged from 0.313±0.04 
to 0.429±0.05 gm/mL. Through the determination of the granules’ 
angle of repose and Carr’s Index, we were able to assess the flow 
parameters of the aggregates. Compressibility measurements 
that fall within the range of 5.74±0.13 to 10.48±0.20 percent 
show that the flowability characteristics are adequate. All of the 
formulations had an angle of repose that was less than 30 degrees, 
which indicated that the manufactured granules had an acceptable 
flowability. The angles of repose ranged from 25.79±0.24 to 
29.52±0.14.

Table 3:  Pantoprazole sodium pre-compression parameters

Formulation code

Parameter

Bulk density Tapped Carr’s Index Hausner’s Angle of repose

(gm/mL) * Density (gm/mL) * (%)* ratio* (Ɵ)*

F1 0.357±0.03 0.384±0.05 7.03 ±0.09 1.075±0.04 28.31±0.26

F2 0.312±0.04 0.335±0.02 6.86 ±0.15 1.073±0.05 27.20±0.14

F3 0.306±0.03 0.326±0.03 6.13 ±0.12 1.065±0.02 29.13±0.34

F4 0.312±0.03 0.334±0.06 6.58 ±0.14 1.070±0.06 26.13±0.26

F5 0.306±0.03 0.334±0.05 8.38 ±0.17 1.091±0.08 26.78±0.18

F6 0.384±0.04 0.429±0.05 10.48±0.20 1.117±0.07 25.79±0.24

F7 0.358±0.05 0.385±0.04 7.01±0.13 1.075±0.03 29.52±0.14

F8 0.286±0.05 0.313±0.04 8.62±0.07 1.094±0.03 26.95±0.15

F9 0.348±0.08 0.328±0.05 5.74±0.13 1.06±0.08 26.13±0.26

Post compression parameters of pantoprazole sodium core 
tablet: After being made utilizing the direct compression method, 
the pantoprazole tablets were put through a series of tests to 
determine their in vitro drug release, hardness, weight fluctuation, 
content uniformity, friability, and hardness (Table 4). In order for 
the product to be able to survive handling without breaking or 
crumbling, it is essential to manage its hardness. However, the 

product should not be so hard that it takes an excessive amount 
of time to disintegrate. A determination was made that the tablets 
had an average hardness that ranged from 4.93±0.15 to 6.20±0.35 
kilograms per square centimetre. Tablet friability levels, which 
are impacted by hardness values, are often found to fall within the 
range of 1%. This is a frequent practice. It was established that 
the tablets that were created had a friability that was lower than 
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1% weight-to-weight. Pantoprazole sodium had a drug content 
uniformity that ranged from 96.28±0.15 to 100.34±0.13% when 
it was administered in tablet form. An average weight range of 
198±0.15 to 206±0.24 mg was recorded out of the total number 

of individuals. Considering that the disintegration time varied 
from 11.48±0.15 to 5.38±0.23, it can be concluded that all of the 
findings are positive.

Table 4: Criteria for post-compression pantoprazole sodium core tablet.

Formulation code

Parameter

Hardness Friability Weight Drug content Disintegration

(Kg/cm2) * (%)* Variation (mg) * (%)* Time (min) *

F1 5.80±0.12 0.69±0.015 199±0.12 96.28±0.15 10.6± 0.62

F2 5.56±0.24 0.51±0.017 206±0.24 97.62±0.27 8.26±0.56

F3 5.83±0.08 0.48±0.014 201±0.17 99.51±0.36 5.38±0.23

F4 4.93±0.15 0.64±0.015 208±0.20 98.17±0.16 11.48±0.15

F5 5.73±0.25 0.71±0.016 203±0.16 98.92±0.42 9.32±0.18

F6 5.12±0.34 0.68±0.026 206±0.14 100.34±0.13 6.13± 0.25

F7 5.66±0.17 0.54±0.026 199±0.22 98.50±0.48 10.54± 0.43

F8 6.20±0.35 0.49±0.025 204±0.18 98.41±0.34 9.12± 0.71

F9 5.60±0.24 0.42±0.018 198±0.15 99.08±0.35 6.02± 0.21

Physicochemical evaluation of coating films: The research 
conducted on Eudragit L100 and cellulose acetate phthalate 
looked at a number of different physicochemical properties, 
including film thickness, film weight, and film solubility, among 

other potential qualities. According to the findings shown in 
Table 5, the enteric polymer Eudragit L100, which is made up of 
cellulose acetate phthalate, was found to be completely soluble at 
a pH of 6.8 and insoluble at a pH of 1.2.

Table 5: Analysis of the physical and chemical properties of several polymer coating films.

Polymer

Parameter

Film solubility
Film thickness (mm)*

pH 1.2 pH 6.8

CAP Insoluble Soluble 0.21±0.07

Eudragit L 100 Insoluble Soluble 0.24±0.08

*Mean+SD, n = 3

Table 6: Examining the enteric coating on tablets: physicochemical characteristics.

Polymer Batch code
Parameter

Weight Variation (mg) * Hardness (Kg/cm2*) Drug content (%) *

CAP

C1F3 211±0.035 6.5±0.15 96.75±0.14

C2F3 214±0.016 5.9±0.24 93.65±0.35

C1F9 212±0.006 5.4±0.09 94.45±0.26

C2F9 210±0.024 6.3±0.14 98.54±0.12

Eudragit L 100

E1F3 214±0.021 5.5±0.16 93.47±0.23

E2F3 213±0.012 6.0±0.06 94.56±0.14

E1F9 215±0.015 6.5±0.31 98.27±0.45

E2F9 211±0.024 5.7±0.20 96.35±0.12

*Mean+SD, n = 3
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Physicochemical evaluation of pantoprazole sodium enteric 
coated tablets: With the best disintegration and drug content 
requirements, tablets F3 and F9 that have been coated using the 
dip coating procedure are the ones that have been coated. Table 
6 contains the findings of the physicochemical analysis that was 
performed on the coated tablets that were used in the production 
process. Based on the findings, it was concluded that the range of 
weight fluctuation was between 214±0.021 mg and 0.211±0.024 
percent. When determining the drug content, it was found that the 
range ranged from 93.47±0.23% to 98.45±0.12%. The hardness 
that was tested went from 5.2±0.11 to 6.5±0.15 kilograms per 
square centimetre.

In vitro drug release studies of enteric coated tablets: To 
determine the in vitro release of pantoprazole sodium, the 
produced tablets were put through a series of tests in two distinct 
buffer solutions. 

The first solution had a pH of 6.8, while the second solution 
had a pH of 1.2. The experiments into dissolving were carried out 
in a controlled setting with the use of a phosphate buffer and 1.2 
N hydrochloric acid. The USP Type II rotating paddle dissolving 
device (Electro lab TDT-08L, India) was the apparatus that was 
used in this study. On the other hand, the C2F9 formulation 
produced the greatest results; the drug release started at two 
hours and reached a maximum of 99.72 when it was three hours. 
The remaining ones were as described below: release began in 
3 hours and 96.42 minutes later, CIF3-90 minutes later, C2F3-2 
hours later, 94.59 minutes later, E1F3-90 minutes later, E2F3-105 
minutes later, 97.54 minutes later, C1F9-90 minutes later, 99.79 
minutes later, EIF9-90 minutes later, 97.97 minutes later, E2F9-2 
hours later, and 97.39 minutes later. The cumulative percentage 
releases of pantoprazole sodium tablets are shown in Table 7–14 
and Figure 1&2 respectively.

Table 7: Pantoprazole sodium (C1F3) medication release in vitro

Time 
(min) Absorbance Conc. 

(µg/mL)
Conc. in 900 mL 

(mg /mL) Loss Cumulative 
loss

Cumulative drug 
released

Cumulative percentage drug 
released *

0 0 0 0 0 0 0 0

15 0 0 0 0 0 0 0

30 0 0 0 0 0 0 0

45 0 0 0 0 0 0 0

60 0 0 0 0 0 0 0

75 0 0 0 0 0 0 0

90 0 0 0 0 0 0 0

105 0.024 0.6469 5.822 0 0 5.822 14.62+0.52

120 0.06 1.6172 14.555 0.0064 0.0064 14.561 36.58+0.40

135 0.091 2.3884 21.496 0.0161 0.0226 21.518 54.05+0.90

150 0.121 3.1758 28.582 0.0238 0.0465 28.629 71.91+0.39

165 0.142 3.727 33.543 0.0317 0.0782 33.621 84.46+0.17

180 0.162 4.2519 38.267 0.0372 0.1155 38.383 96.42+0.40

Table 8: Pantoprazole sodium (C2F3) medication release in vitro

Time Absorbance Conc. (µg/mL) Conc. in 900 Loss Cumulative loss Cumulative Cumulative

0 0 0 0 0 0 0 0

15 0 0 0 0 0 0 0

30 0 0 0 0 0 0 0

45 0 0 0 0 0 0 0

60 0 0 0 0 0 0 0

75 0 0 0 0 0 0 0

90 0 0 0 0 0 0 0

105 0 0 0 0 0 0 0

120 0 0 0 0 0 0 0

135 0.019 0.4986 4.488 0 0 4.488 11.27 ±0.90

150 0.082 2.1522 19.37 0.0049 0.0049 19.375 48.67+0.27

165 0.122 3.2021 28.818 0.0215 0.0265 28.845 72.46+0.18

180 0.149 3.9107 35.196 0.032 0.0585 35.255 88.56+0.42

195 0.159 4.1732 37.559 0.0391 0.0976 37.656 94.59+0.70
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Table 9:  Pantoprazole sodium (E1F3) medication release in vitros

Time (min) Absorbance Conc. (µg/mL) Conc. in 900 
mL(mg/mL) Loss Cumulative 

loss
Cumulative 

drug released

Cumulative 
percentage drug 

released *

0 0 0 0 0 0 0 0

15 0 0 0 0 0 0 0

30 0 0 0 0 0 0 0

45 0 0 0 0 0 0 0

60 0 0 0 0 0 0 0

75 0 0 0 0 0 0 0

90 0 0 0 0 0 0 0

105 0.041 1.1051 9.946 0 0 9.946 24.98+0.34

120 0.071 1.9137 17.223 0.011 0.011 17.234 43.29+0.62

135 0.116 3.0446 27.401 0.0191 0.0301 27.431 68.91+0.72

150 0.137 3.5958 32.362 0.0304 0.0606 32.422 81.44+0.58

165 0.165 4.3307 38.976 0.0359 0.0965 39.072 98.15+0.40

* Mean+SD, n = 3

Table 10: Effect of E2F3 on the in vitro release of pantoprazole sodium

Time 
(min) Absorbance Conc. 

(µg/mL)
Conc. 

in 900 mL (mg/mL) Loss Cumulative 
loss

Cumulative drug 
released

Cumulative percentage drug 
released

0 0 0 0 0 0 0 0

15 0 0 0 0 0 0 0

30 0 0 0 0 0 0 0

45 0 0 0 0 0 0 0

60 0 0 0 0 0 0 0

75 0 0 0 0 0 0 0

90 0 0 0 0 0 0 0

105 0 0 0 0 0 0 0

120 0.02 0.539 4.851 0 0 4.851 12.18+0.82

135 0.07 1.8372 16.535 0.0053 0.0053 16.54 41.55+0.66

150 0.116 3.0446 27.401 0.0183 0.0237 27.425 68.89+0.72

165 0.142 3.727 33.543 0.0304 0.0542 33.597 84.39+0.48

180 0.164 4.3044 38.74 0.0372 0.0914 38.831 97.54+0.70

Table 11: C1F9 pantoprazole in vitro drug release

Time 
(min) Absorbance Conc. 

(µg/mL)
Conc. 

in 900 mL (mg/mL) Loss Cumulative 
loss

Cumulative 
drug released

Cumulative percentage 
drug 

released*

0 0 0 0 0 0 0 0

15 0 0 0 0 0 0 0

30 0 0 0 0 0 0 0

45 0 0 0 0 0 0 0

60 0 0 0 0 0 0 0

75 0 0 0 0 0 0 0

90 0 0 0 0 0 0 0

105 0.04 1.0781 9.703 0 0 9.703 24.48+0.18

120 0.079 2.1293 19.164 0.0107 0.0107 19.175 48.38+0.67
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135 0.121 3.1758 28.582 0.0212 0.032 28.614 72.20+0.58

150 0.15 3.937 35.433 0.0317 0.0638 35.496 89.56+0.42

165 0.167 4.3832 39.448 0.0393 0.1032 39.552 99.79+0.70

Table 12: Pantoprazole sodium (C2F9) medication release in vitro

Time 
(min) Absorbance Conc. 

(µg/mL)
Conc. 

in 900 mL (mg/mL) Loss Cumulative 
loss

Cumulative 
drug released

Cumulative percent-
age drug 

released *

0 0 0 0 0 0 0 0

15 0 0 0 0 0 0 0

30 0 0 0 0 0 0 0

45 0 0 0 0 0 0 0

60 0 0 0 0 0 0 0

75 0 0 0 0 0 0 0

90 0 0 0 0 0 0 0

105 0 0 0 0 0 0 0

120 0 0 0 0 0 0 0

135 0.054 1.417 12.755 0 0 12.755 32.18+0.34

150 0.098 2.572 23.149 0.0141 0.0141 23.163 58.44+0.58

165 0.139 3.648 32.834 0.0257 0.0398 32.874 82.94+0.18

180 0.167 0.038 0.043 39.448 0.0364 0.076 99.72+0.46

Table 13: In vitro drug release of pantoprazole sodium (E1F9)

Time 
(min) Absorbance Conc. 

(µg/mL)

Conc. 
in 900 mL (mg/

mL)
Loss Cumulative 

loss
Cumulative 

drug released

Cumulative percentage 
drug 

released *

0 0 0 0 0 0 0 0

15 0 0 0 0 0 0 0

30 0 0 0 0 0 0 0

45 0 0 0 0 0 0 0

60 0 0 0 0 0 0 0

75 0 0 0 0 0 0 0

90 0 0 0 0 0 0 0

105 0.03 0.8086 7.277 0 0 7.277 18.36+0.42

120 0.063 1.6981 15.283 0.008 0.008 15.291 38.58+0.22

135 0.104 2.7296 24.566 0.0169 0.025 24.592 62.05+0.58

150 0.15 3.937 35.433 0.0272 0.0523 35.485 89.53+0.39

165 0.164 4.3044 38.74 0.0393 0.0917 38.831 97.97+0.48

Table 14: In vitro drug release of pantoprazole sodium (E2F9)

Time 
(min) Absorbance Conc. (µg/mL) Conc. in 900 mL 

(mg / mL) Loss Cumulative 
loss

Cumulative drug 
released

Cumulative percent-
age 

drug released

0 0 0 0 0 0 0 0

15 0 0 0 0 0 0 0

30 0 0 0 0 0 0 0

45 0 0 0 0 0 0 0

60 0 0 0 0 0 0 0

75 0 0 0 0 0 0 0
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90 0 0 0 0 0 0 0

105 0 0 0 0 0 0 0

120 0.027 0.7277 6.549 0 0 6.549 16.52+0.16

135 0.071 1.8635 16.771 0.0072 0.0072 16.778 42.33+0.35

150 0.118 3.0971 27.874 0.0186 0.0259 27.899 70.39+0.63

165 0.149 3.9107 35.196 0.0309 0.0568 35.253 88.95+0.44

180 0.163 0.0381 0.042 38.503 0.0391 0.095 97.39+0.61

* Mean+SD, n = 3

Figure 1:  In vitro drug release of pantoprazole sodium (C1F3 to E2F3)

Figure 2: In vitro drug release of pantoprazole sodium (C1F9 to E2F9)
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Stability studies: When establishing the expiry date of a 
formulation, one of the most important factors to consider is 
the stability of the dossage form under different environmental 
circumstances. Changes in the formulation’s physical appearance, 
colour, smell, taste, or texture are indicators that the medicine is 
unstable that may be seen. Following an examination of the release 
characteristics and physicochemical features of the coating films, 
Formulation C2F9 was selected for the purpose of conducting 
stability tests among the three enteric coated formulations. Based 
on the information provided in Table 15 the stability experiments 
were carried out at a temperature of 40±2 degrees Celsius and 
a relative humidity of 75±5 percent. All aspects of the tablets, 

including their overall appearance, their average weight, and their 
level of hardness, remained unchanged. The drug content of the 
samples that were evaluated after one, two, or three months of 
storage showed very little variation from the drug content that 
was present when the samples were first analysed. In light of the 
fact that the release profile did not change, it may be deduced that 
the formulation’s chemical and physical characteristics did not 
undergo any transformative changes. According to the data, it can 
be deduced that the tablets that were manufactured were stable 
and that they preserved their medical characteristics for a period 
of at least three months.

Table 15: C2F9 cellulose acetate phthalate coated tablet stability studiesSS

Evaluation parameters
Observation in month

Initial 1st month 2nd month 3rd month

Physical appearance white color tablets No change No change No change

Hardness (Kg / cm2) * 6.3±0.14 6.2±0.56 6.2±0.64 6.2±0.26

Drug Content (%) * 98.54±0.12 98.36±0.52 98.16±0.36 98.07±0.28

Conclusion

During the course of this study, pantoprazole sodium enteric-
coated tablets were successfully manufactured by using Cellulose 
Acetate Phthalate (CAP) and Eudragit L100 as coating polymers. 
Drug stability in gastric pH and release in intestinal pH was both 
accomplished by the use of these polymers, which successfully 
shielded the medications from the acidic environment of the 
stomach. Among all of the batches that were produced, the 
formulation C2F9, which was coated with 8% CAP, had the most 
favourable outcomes. It had the required dissolving profile, the 
suitable pre- and post-compression properties, and an excellent 
drug content within its composition. Pantoprazole’s acid-lability 
may be reduced by enteric coating, according to the findings, 
which would make the medication more stable and effective in the 
treatment of stomach ulcers and Gastroesophageal Reflux Disease 
(GERD).
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